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June 27, 2000

Dockets Management Branch (HFA-305)
Food and Drug Administration

5630 Fishers Lane, Room 1061
Rockville, MD 20852

Re:  Guidance for Industry, Availability of Licensed Donor Screening Tests
Labeled for Use with Cadaveric Blood Specimens

Dear Sir:

I'am in receipt of your recent Guidance Document entitled “Availability of

Licensed Donor Screening Tests Labeled for Use with Cadaveric Blood

Specimens.” [ understand that a Final Rule, published on J anuary 26, 1998, required
that donor specimens be tested and found negatlve for certain 1nfect10us diseases,
espec1a11y the AIDS virus, HIV' 1, and HIV 2, plus Hepatltls B Vlrus and Hepatltls C
Virus, using FDA- hcensed donor screening tests as per the manufac% s instruction
What is not clear is why “FDA-licensed screening tests labeled forcadaveric
specimens must be used when available”. Is there evidence that false-negative
results will be obtained on cadaveric specimens when lic ;‘”ﬁed assays for blood donor
screening are used on specimens from deceased donors? If anything, samples, which

are hemolyzed or lipemic, may give false-positive résults, not falsgﬁggéilv?gﬁ
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The timeframe for implementation of tests which have been licensed for cadaveric
samples, of no later than January 31, 2001, is insufficient. Additional time should be
provided for other manufacturers to qualify their tests on cadaveric samples and/or to
permit collection of data to show the equivalency for an “alternative approach” using
tests which are licensed for blood donor specimens.

Thank you for your consideration of the above comments.
Sincerely, /
Paul V. Holland, M.D.

Medical Director and Chief Executive Officer

Pc:  FErica Bonney
Sally Morgan-Gannon
Larry Hopkins, University of Florida Tissue Bank, Inc.
Jeanne C. Mowe, AATB
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